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* The purpose of this study was to determine the ability of antimicrabiaf hand 
washing agents to give reduction of trtisient microbial flora (c~~t~in~ts) 
when used in a hand washing procedure with a marker organism, ~~~~~~~~ 
marcescemz ATCC 14756. 

Seventy-five subjects completed the study. 

Thx.ee test articles identified by the sponsor as 3434-9 (HTR Code A), 3434-N 
(WTR Code B) and Hibiclens~ (HTR Code C) were ev u&ted in this study * 

The test article evaluated in this study, identified by the sponsor as 3434-9 
(HTR Code A), achieved a 3.73 log 10 reduction of the marker organism 
Serratia ~~~~~sc~~~ ATCC 14756 following a single 3Q-second h~dwashing 
procedure. Afier 11 repetitive washes a 3.97 log10 reduction of the marker 
organisms was achieved. The second test article evaluated, identified by the 
sponsor as 3434-10 (HTR Code B), achieved a 3.64 log10 reduction of the 
marker organism following a singfe 3%second handwashing pracedure and a 
3.79 log10 reduction of the marker organism after 11 repetitive washes. The 
third test article evaluated, identified as Hibiclens@ (HTR Code C), achieved 
a 2.5 1 log10 reduction of the marker organism following a single 1 S-second 
handwashing procedure and a 3.53 lagto reduction of the marker organism 
after 11 repetitive washes. 
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Gayle K. Mufberry, M. S. 
Kathleen A. Baxter, B.S. 
Ann R. Brady, A.S. 

Medical Consultank E. Lim Jones, M.D., D.A.B.D. 

James P. Bowman, MS. 
Barbara M. Fath 

The cfinicai investigation, including the informed consent, was reviewed by an 
~nst~~t~~nal Review Board in accordance with Title 21 of the Code of Federal 
Regulations, Parts 50 and 56. Approval by the Board was obtained on September 22, 
2Q00, prior to initiation of the investigation (see Appendix I). 

s study was conducted according to applicable Gou C&id hwtices and &he 
Stmdard Operating Procedures of Hill Top Research, Inc. 

5.0 PROTOCOL 

The Study Protocol was followed (see Appendix II) except for the following deviations: 

+ Subject Na. 45 put their hands in the water prior to receiving the test product I-ZTR 
Code 3 at wash 5. 

* Subject No. 7 X , at baseline the inner bag leaked into the outer bag during the 
massage. The sample was taken from the outer bag. 

e opinion of the Investigator, these deviations did not comprorxlise th: integrity of 
the study. 
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PROTOCOL (CONT.) 

The media, dilution fluid and other items used in the study but not defined in the 
rotocol are shown in Appendix III, “Mis~ell~e~~s Procedural ~nf~~ati~n.‘~ 

One hundred thirty-four (134) subjects were enrolled in the pre-test conditioning 
phase. Seventy-five (75) subjects, twenty-one (21) males and fifty-four (54) females 
who met the study criteria were enrolled in the test phase and completed the study. 

) subjects were excluded or withdrew’ from the s 
ng number and reason each subject was excluded or w are shown in 

TUDY SCI3EFTULE 

S~ree~~g~~~nditi~~ing Dates: September 25,200Q 
Date Initiated: October 2,200O 
Date Completed: November 3,2OOO 

TEST ARTICLES 

The f~ll~~ng test articles were received by Hill Top Research on September 13, 

HTR 

Green plastic bottle with white plastic pump 
nozzle unit with liquid inside 

3434-10 

Lot 3 107c, 
Exp: 1X/03 

Green plastic bottle with white plastic pump 
nozzle unit with liquid inside 
Blue-green plastic bottle with white plastic cap 
with liquid inside 

andomization of the assignment of test articles for subject treatment is shown m 
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12.2 

12.3 

OF STATISTICAL ANALYSIS 

The source data for the baseline anaysis were the average log10 values for the right 
and Iefk hands of each subject. Potential differences among the treatment groups at 
baseline were examined using a one-factor analysis of variance procedure, 

The data (Ioglo reductions) were evaluated by analysis of variance techniques to 
dateline the existence, if any, of significant differences between test washes for each 
test articfe. The fogto average differences from baseline and the p-values from the 
ANQVA are shown below. 

The log reduction and percent reductions of bacterial counts and associated confidence 
limits are presented below. 

The Statistical Tables of EkesuIts are shown in Appendix VIII. 
January 10,200f 

Page 5 of7 



CT DATA COLLECTION FORMS _ 

e Data Colfectian Forms for each subjectselected for the study are shah in 
Appendix IX. 

Appendix 1X-A - Subjects Completing the Study 
Appendix IX-B - Subjects Ex~lude~Wi~dra~ 

~~~CL~S~~~ 

test articles, 3434-9 (HTR Code A), 3434-N (HTR Code B) and ~ibi~~ens~ 
Code C) were evaluated in this He&h Care Personnet Handwash study. 

Sevens-Eve (75) subjects ~~rnp~ete~ the study, thirty (30) using HTR Code A, thirty 
(3 0) using HTR Code B and fifteen (15) using WTR Code C. 

The test article evaluated in this study, identified by the sp~ns~r as 3434-9 (HTR Code * 
), achieved a 3.73 foglo reduction of the marker organism Serraticr marcescens 

ATCC 14756 following a single 30-second handwas~ng procedure. After f 1 
repetitive washes a 3.97 loglo reduction of the marker organisms was achieved. The 
second test article evaluated, identified by the sponsor as 3 
achieved a 3.64 fog10 reduction of the marker organism fol 

dwashing procedure and a 3.79 fogto reductian of the marker organism atier 11 
repetitive washes. The third test article evaluated, identified as H~biclens@ (HTR Code 
C), achieved a 2.5 1 fog lo reduction of the marker organism fol owing a si@e 15 
second h~dwash~ng procedure and a 3 53 fog 10 reduction af the marker organism 
after i 1, repetitive washes. 

HILL TOP RESEARCH, INC. 

Investigator 

January lo,2001 
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September 22,2000 

Ri3f: 00-l 05877-I 1 . . * 
PRUTOCQL FOR E FZCACV EVAL bF HEALTH CA 
PERSONNEL ~AN~WA~~ PRODUCTS 

Prutacut Date: 
unsur: 

The ~~stitut~~~a~ Review Baard of Hilf Top Research, Inc. has reviewed and approved the 
abave referenced study by the expedited review procedure. oculnents i~c~~d~d in t 

rf3: protocal, consent forms (2), subject ~~st~~~t~~~s (2) and safe 
af this study has been granted fur one year from the date of this 

858 re r that the FDA requires you to receive approv from the IRS for any 
endme hanges in the protocot or consent form and for y new adv~~isern~nts* 

Seriuus and unexpected adverse experiences and ~~a~t~c~~ate robferns involving risk 
ta subjects must be reported promptly tu the IRE!. If the study is expected to last beyond 
the one-year approval, you must request re-approval for clsntinu tiun at feast 30 days in 
advance of the expiration date. 

The l~st~t~~i~~a~ Review Buard of Hill Top Research8 he. is a duly constituted ~~s~i~~~i~n~~ 
review board under CFR, Titfe 21) Parts 50 and 56. 

5 inceref y, 

NJ Pfrd 

Date c 
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f Top Research, Inc. HTR Study No. ~~~~~~~77-1 
lnwestjgat~~: Gayle K, mulberry MS. Page No. x * 2J 
Study 7itfe: “‘EfFicacy ~~a~uat~on of Heafth Care Personnel ~andwash Products” 

~7~U~~C7lU~: Yau are being asked to take part in a research study. ~fcm? yfwJive 
your consent to be a subject, It is ~mpu~a~t that you take enaugh time to r~ad..a~d 
understand what your a~~c~pat~~n tiouid invaIve. f n preparing this consent form, it has 

een neessary to we ome technicaf language. Please ask questions if there is an~h~ng 
you do not understand. 

You vAtt be given a signed copy of this consent farm and any other necessary written 
~nf~rrnat~~n prior to the start of the study. . ‘. 

se of this research study is to measure the ability of three ~jq~~d 
e the number of bacteria ,on the hands after ~epe~~t~~e..~se. . 

one hundred thirty (130) people between and including the ages of tl8 - 65 
e screened as potential subjects in this study. Seventy-Give (75) subjects are 

expected to complete the three-visit study. 

. 

TEST ARTICLES: Two of the test articles are e~per~~enta~ anti 
The other test article is a marketed antiba&xial liquid soap 

fy assigned to each participating subject. . . . . . 

STUDY PROCEDURES: Prior to enroflment in the test, you wil sked tQ =Jmptete a 
brief medical history questj~nnair~. It is possible that you may able to Pa~~~~Pat@ 
based an your answers to these questions. if yau qualify, you yvill be given a kit ~Qntaining 
n~n*ant~ba~t~~al bar saap, shampao, Ban@ ant~persp~ran~deQd~rant~ and rubber and poly 
gloves to be used at least ane week prior to the start of the actual study. You wiii be given. 
written ~nst~~~t~~ns on how to use the kit. 

After at least one wee , you will be required to return to the lab, You wi!f be asked to 
lete another brief edical history questionnaire. tt is possible that you may not be 
o participate based on your answers to these questions cx th;e cund~t~~n of the skin 

on your hands and wrists. You will wash your hands with a Nan-medicated saap. Then, 
yaw hands will be ~~ntarn~nated with a watery liquid ~~ntai~i~g a n~n~harmful bacteria 
(~e~~~~a ~a~~e~ce~~), This Iiquid containing the bacteria will be spread uver the surfaces 
of the hands, and the hands will be allowed to air dry. Following air drying, the hands will 

led. Sampling is ac~ump~ished by having you place your hands into large plastic’ 
bags to which wili be added a mild soap-like saMion, A laboratory technician will massage 
each bagged hand for one minute. The hands will be removed from the bags and the 
sofutiion from each bag will be tested to determine the number of test bacteria added to the 
hands. ~~~l~wjng the baseline sampling, your hands will be rinsed with tap water and 

“7 
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HTR Study No. 004058774 1 
Page No. EC* 3 

I 
washed with a non~med~cated soap and dried, You will then b 
the study. Prior to each treatment, your hands will be conta 

e treatment part of 
d with bacteria as 

ed above, Your hands and wrists will then be treated (washed) with the test 
rnat@r~a~, fol~o~jng specific instructions. Your hands wilf be contaminated and treated 1 I . 
times. Your hands will be sampled (to determine the number of bacteria removed or killed. 
by treatment) after the #“’ and I Ith washes. ABer the Is’ and “t fth samp~~ng wash, the 
hands are washed with a non-medicated soap, Following the last sampling, your hands 
wiff be treated with alcohol, rinsed with water followed by a wash with ~jb~clens~, an 
antimjcrobjal soap, prior to Ieaving the lab. 

pfeting the treatment visit and untif your fo[lo~~up visit, you will need to check the 
skin on your hands each day for any pimples, bumps or rashes. ~th~n four to eight days 
after you have completed treatment, you will be required to return to the lab for a follow-up 
visit. Your hands will be checked for infection by a ~~~rnato~og~st trained in observing 
infection. 

FEMAL@!3 OF ~~~~~~EA~~N~ POTENTIAL: You may not patiicipate in this study if you 
aye pregnant or nursing. As part of giving your consent you must agree to have a urine 
pregnancy test at the start of the study. 

RtSKS: The risks associated with this test are prjmari~y related to contamination with the 
test bacteria. For healthy persons, the possibility of a skin infection exists; however, this 
poss~bi~~~ is remote because, (I) test bacteria are applied only to intact skin, and (2) the 
skin is cleansed with antibacterial products fo~[owing contact with the test bacteria. f 

You may also develop a reaction on your hands from the test materials. A reaction could 
be redness, swelling, itching, cracking, peeling, or in rare cases, blustering. 

No risks to you as a study participant, other than thase described above, are anticipated 
during the study. Reactions are usually due to irritations although an allergic reaction might 
uccur.. tf you become allergic, it is possible that future exposures to the same ingredient 
may cause a skin reaction. If this occurs, you will be provided with ~nfo~ation to rn~n~rnj~e 
the chance for future exposures. 

rience risks or side effects that are not known at s time.’ You will be 
ely manner if new jnformat~on becomes available t may in~uence your 

w~~l~ngn~ss to continue in this study. 

am BENEFITS: You will not benefit from the applications of test article but the study results 
tu may allow a t?ew or improved product to be market&d. 

~TE~NA~~VE PRO(=IEL)URESTTREATMENTS: Because you are not being treated for 
a medical condition, alternative treatments do not apply to this study. 

IxiLB of 
HiI1 Top R~WSWC~ 
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consent Form HTR Study No. 00-I 05877-l I 
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CUNFI~ENTI~LI~: ~nformatjon concerning you that is obtained in connection with this 
study wif! be kept con~de~tja~ by Hill Top Research, except that the s onsorjng company 
whose product is being tested will receive a copy of the study records. The records will be 
coded to protect your identity. fn addition, the institutional Review Board (IRB) and 
go~e~~ent ~egu~at~~ agencies, including .the US. Food and Drug Adminjstration (iF=DA), 
may inspect’the records of the study. information obtained in the study may .be used for 
medical or sc~entj~~ pub~~~at~~n~ but your identity will remain con~dentjal. 

: If in the course of this study you experience illness, disc~mfo~ . 
ur injury that appears to be a result of the study, Hill Top Research will rovide YQ~ wjth 
medical care at no cost to you. Providing such medical care is not an admission af legal 
resp~nsjb~li~* 1f such illness, discomfort or injury does Occur, ask any staff member -to .* II 
arrange a meeting for you with the appropriate personnel. . 

In certain cases of illness or injury resulting frum this study, worker$” compenstitioti 
coverage may be available. In accordance with Ohio law, Hill Top Research has secured 
workers’ c~mp~nsat~~n coverage for participants in its studies and tests, and has paid and 
v\iiilf pay apprup~ate premjums into the State insurance Fund on behalf of such pa~~c~pants= 

: ff you have any questions about this stu y oi‘ in case of an 
~mergen~y~ contact Glenna, Study Coordinator, at 834 -3114 ext. during business ’ ’ 
hours (M-F, 8:OO A.M. - 5:OO P.M.) or Ann Brady, Study Manager, a -3354 after hours. 
In addition, if you have any questions as to your rights as a resear ect, contact the 
~nst~tutjuna~ Review Board of W ill Top Research, Nancy J. Pelt, M.D., Chairman, at ‘l-513- ’ 
831-3114. 

* 

3 
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~~~~~~A~Y FARTICIPATIONMFITHDRAWAL: Your ~a~j~j~atj~~ in this research study 
is stridfy voluntary. You may refuse to participate or may discanti ue patiicipation at any 
time during the study without penalty or loss of benefits to which yo are otherwise entitled. 

* 
if you agree to participate in this study, you are also agreeirgto provide Hill Top Research 

ation and to follow study instructions as given to you. ff you fail to 
cedures, your participation may be terminated. 

Yaur pa~~e~pati~~ in the study may be discontinued at any time withOut your consent by 
the Investigatq the RB, the FDA, ur the sponsoring company. 

. 

I If vou comatete E Visit 3 ) yuu will receive 

a ~ayme~tnk~t roducts given. 

payments will be ade at the end of the study. 

There are no anticipated expenses to yrzu for participating in this study. Ali test related 
materials will be provided at no cost ta you. (Soap, shampoo, rofl-on 
antiperspiran~deodorarrt and gloves) 

IRJ3 of 
ill Top Research 
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Consent Form 
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CONSENT TO PARTICEPATE 

y No. QO-105877-“f I 
Page No. LGCp 

keel that my participation in this study is v~~u~ta~ and that f have the right to refuse to 
articipate. f know that 1 may withdraw from the study at any time without penalty or !oss 

enefits to which t am utherwise entitled. If I withdraw or am dismissed for failure to 
prey rules or fdtbw directions, I understand I &If only be paid for the portion of the study 
that ! have cm-npfeted. +f, in the judgment of tl3e investigator, it is best to discontinue my 
pa~~~i~at~~n in the study for other reasons, 1 wilf be paid either in full QT for that pcxtion of 
tlm study already completed. 

f f am a female of ~h~~d~ear~~g potential, I am not currently pregnant or nursin 
adequate means of birth control and, if I become pregnant or be 

- become pregnant, f will notify the Investigator immediately. 

CONSENT: 1 have read ail of the above information and have b&en given a~.~~p~~uni~ 
to ask questions about this study. Answers to such questions (if any) were. satisfactory. 
1 am eighteen years szf age Or older and freely and without reseWatiUn give my cansent tz, 
serve as a subject in this study. By signing this form, I have not given up any of my legal 
rights as a research subject. 

Subject’s Name Printed: First middle Initial Last 

Subject’s Signature Date 

Signature of Person ~~~duct~~g Consent Discussion Date 

IRB of 
Hill Top Research 

SEP 22 2000 
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: Hill Top Research, Inc. TR Study No. 00405877- 
investigator: Gayfe K. Mulberry, MS. Page No. 3 07 
Study Title: “Efficacy Evaluation of Health Care Personnel Handwash Products” 
neutralizer Validation Study 

CUNSENT FORM-2 

YQU are being asked to take part in a research study. Before you. give 
your consent to e a subject, it is important that you take enough time to read and 
understand what your participation would involve. in prepa~ng this consent form, it has 
been necessary to use some technical language. 
you do not understand. 

Please ask questions if there is an~hi~g 

iii 
You will be given a signed copy of this consent form and any o her necessary wrjeen 

riar to the start of the study. *’ 

PURPQSE: The purpose of this research study is to assure that the materials used in the 
main study, far growing and counting bacteria recovered from the hands of subjects, will 

rawth of the bacteria. Appr~x~mateJy three (3) people be een and including the 
ages of -f 8 - 65 will be screened as potential subjects in this study. Three (3) subjects are 
expected to complete the one visit study, 

TEST ARTICLES: Two of the test articles are experimental antibacterial ~~~u~d sdap 
roducts. The other test article is a marketed antibacterial liquid saa product Qne p~~d~~t 

will be randomly assigned to each participating subject. 

STUDY.PROCEI&IRES: As a participant, your hands and wrists will be w&shed eleven 
times f~f~~wi~g specific directions. Your hands will be sampled after the first and eleventh 
wash, Sampling is accamptished by having you place your hands inta large plastic bags 
to which wili be added a miid soap-like solution. A laboratory technician will massage each 

d for one minute. Your hands will be removed fro the bags and the s~lutj~n 
ag will be taken to the laboratory. The solution c e&d after massaging will 

d ta determine if it can be neutralized to aflow grix&th of bacteria, which the 
t add to it. Following the sampling, yau will rinse you hands and forearms 

in tap water. 

ALES OF ~~~~~~~AR~N~ PUTENTIAL: You may not participate in this study if you 
are pregnant or nursing. As part of giving your consent you must agree to have a urine 
pregnancy test at the start of the study. 

c 

SEP 2 2 2000 
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consent Form-2 
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HI-R Stud 

m: Your hands may shcrw a ‘“reaction,“’ A “reaction”’ could be redness, swelIing, 
ing~ franking or peeling, or in rare cases, small blisters. It is unlikely, t possible, f&d 

a rash could de No risk to study participants, other than those de ribed above as 
~trea~tions’~ are ipated during the study. Reactions are usually due to ~rr~tat~Qn~ 

though an allergic reaction might also occur. If you become alle G it is possible that 
ture exposures to the same jngred~ent may cause a skin reaction, this QCCU~S, you will I . 

be provided with information to minimize the chance for future exposures. 

from the applications of test article bu the test results may 
of to be marketed. 

~~~~R~A~~V~ PR~C~~~R~S~REA~~EN~S; Because you are 
a medical cundit~on~ alt~rnatjve treatments do not apply to this study. 

C~N~~~ENT~AL~~: information con~ern~ng yo that is obtained in connection with this 
study will be kept ~on~dentia~ by Hill Top Research, except that the 
whose product is being tested will receive a copy of the study data. 1 

rotect your identity. In addition, the U.S. Food and Drug Administration 
tut~onal Review Baard (IRB), and foreign regulatory agencies may inspect 

fnformatjon obtained in the study may be used for medical or soj~nt~~c 
ut yaur identity wilI remain c~n~de~tjal. 

T: ff in the course of this study you experience illness, 
e a result of the study, HiSI Top Research will rovide YOU wjth 

medicat care at na cost to you. Providing such medical care is not an admission of kgaf 
~es~uns~~~~i~y* If such illness, discomfort or injury does occur, ask any staff comber to 
arrange a meeting for you with the appropriate personnel. 

in cetiain cases of Nness or injury resulting from this study, rkers’ ~om~e~satjon 
coverage may be available. In a~oordanGe with Ohio law, Wilf To eseard-8 has secured 
~orkers~ compensation coverage for pa~i~j~ants in its studies a tst and has paid and 
will pay appropriate premiums into the State Insurance Fund on of such paeicipants. 

Wan TO CONTACT: ff you have any questions about this study or in case af an 
emergen~y~ contact Glenna, Study Coordinatur, at 83%31”14 during business hours (M-F, 
~;QO A. . - 5:OQ P.M.) or Ann Brady, Study Manager, at 831-3354 after hours. In Addison, 
if you have any questions as to your rights as a research subject, contact the ~nstjtut~~na~ 
Review Board of Mifl Top Research, Nancy J. Pelt, M.D., Chairman, at IN 513-831-3114. 

IB of 
Hi11 Top Research 
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V~~~NTA~~ PAliTiCtPATIONMllTEfDRAWAL: Your ~a~~~jpation in this research study 
is strictly vo~unta~* You may refuse to participate or may discontinue pa~icipatiQn at any 

the study wjthout penalty or loss of benefits to which yuu are entitled. 

If you agree ta pa~i~ipate in this study, you are also agreeing tq provide f-iifl Top Research 
with accurate information and to follow study jnstru~tjons as given to you, .lf you fail to 
cornily with stu rocedures, your pa~icj~atio~ may be termi 

isolation in the study may be discontinued at any time without your consent by 
stigator, the 1RB, the FDA, or the sponsoring company. 

for the completion of this study. * i 

1 be made at the end of the st 
d 

There are no antjcjpated expenses to you for pa~j~ipatjng in this study. All test relate 
aterials wilt be provjded at no cost to you. 

. 

I 
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CONSENT TO PARTlCfPATE 

pa~icjpatjon in this study is volunta~ and that I have the right to refuse to 
now that f may withdraw from the study at any time without penalty or loss 

f benefits to which I am otherwise entitled* If I withdraw m am dismissed for failure to 
hey rules or follow directions, t understand 1 will on Y be paid for t QrtjQn Qf the tE& fhat 

ed. If, in the ~~dgrne~t of the lnv stigatur, it is 
pa~j~~patjon in the study for other reasons, t will be paid either in full or for that portion of 
the test already completed. 

If f am a femafe of ~~ildbea~~g potential, I am not currently pregnant or nursing an infant, 
1 am using an adequate means uf birfh control and, if 1 become pregnant or believe 1 have 
become pregnant* f will notes the Investigator immediately. 

have read all of the above information and have been given an opp 
to ask questions abaut this study. Answers to such questions (if any) were satis 
I am eighteen years of age or older and freely and without reservation give my consent to 
serve as a subjed in this study. By signing this form, I have not given up any of my legal 
rights as a research subject. 

Subjects Name Printed: First Middle Initial Last 

Date 

- 
Sjg~ature of Person conducting Consent Discussion Date 

SUBJECT SCREEN NO, 



Tuday yuu will be given a kit of products 
explosively during this study. Please set 

applied to any are 
eteria ofthe skin. 

~tibiotics are necessary due to illness, please report this to Hilf Top Research at the phone number below. 

e rubber gloves provided with the product kit for a11 household chores ~~vo~vi~g deterg~~ts~ 
acid, aIk&s, ad solvents until the completion of the study. 

SrnSIECT SCrnDuLE 
TEST DAY 

Time of Visit: 

L 

2, 
3. 
4. 

to arrive at the laboratory about minutes before your SC 
expected to be prompt. * 

ease wear clothing that Vt-ilI. aflow easy access to your hands. 
u till be required to remove afl jewefry, watches, and bracelets befure washing. 

Yuu till undergo a supervised wash re ’ the laboratory. 
roximate time at the laboratory 
itional insertions will be provi Foffow Up Visit. 

FOLLOW WSXT 
: Time of Visit: 

f . 
f. Re~atolog~st will check your hands for infection 
2. roximate time at the lab -J/z hour. 

If you have any questions regarding this study, please contact Gfenna, Study coordinator, at 83 I- 
ext. 2920 between ~:~~ a,m, - 5:OO p.m. or AM Brady, Study Man er, afta lxNm aild On 

weekends at 831-3354. 



You have just completed p~i~ipatio~ in a cltinical study, “Efficacy Evaluation of 
Personnel )-fandwasb Products”c Ruring this study, your hands were in contact with a ~~~~~d 
~o~t~g bacteria (Sewatia marcescens). Although we do not expect you to have any adverse 
experience as a result of p~~cipat~o~ in this study, there is a remote possibility that an infection 
may develop on yam hands. 

xnke whether you have developed an infection from the test bacteria, we would like you to 
examine your hands and wrists daily. f f you notice the appearance of any pimples, blisters or raised 
bumps scolded by redness antior swelling, please contact Glenna Study coordinator at (5 13) 
83 1-3 114 dwing normaf business hours (8:OO am- 5 pm> or Ann Brady at (5 13) 83 1-3354 after 
hours. . 

Yoi are required to retmn to the test site for a follow-up visit. Your follow-up is scheduled for: 

. Ra;e Time 

Thank you for your cooperation. 

. . 
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The FDA issued a tenWive final monograph (Federal Register, Vol. 59, pp. 3 14U2 to 
3 1452, June 17,1994) prescribing the use of a health care personnel handwash ~e~od 
to demonstrate the ~~icrobia~ efieacy of cleansing pro&.rcts conta.i.rGrrg 
~t~~cr~b~a~ ingredients for frequent use. 

The required procedure is a modification of ASTM E-l 174- 7 (Tfie ArlMaf liikmk of 
ASTM Standards, Vsf. 11.04, pp. 209-212, X 987). This protocol is aligned 6th a 
revised version of the ASTM Method currently under corssideratiun within ASTM 
Teclmicaf Committee E-35.15. 

The procedure is designed to simulate routine hand washing condukted for the purpose 
of reducing the level of hand ~o~t~i~a~~~~ of health care persormel under ~u~d~tiu~s 
of fiequerrt use. For this procedure a broth cukrre af Serratia marcescens, ATCC 
14756, is used as an artificial contaminant bacteria on the hands. Activity is measured . 
y comparing the number of marker bacteria removed from ~~~cia~Iy ~o~t~~~ated 
ands afier a singie use of the hand washing fo~u~at~o~ to the baseline number, the 

number recovered f?om contaminated unwashed hands. A similar comparison is made 
fo~~o~~g the 1 lth wash of a multiple (11) wash procedure. Prior to each.ofthe 
washes, the hands &e artificially contaminated with the S. ~a~~sceyts. 

The method describeh in this protocol eliminates a shortcoming common to the 
Proposed ~o~ugraph version of the methud and the current ASTM version of the 
method, El 174-94. Both of these methods faif to provide procedures to assure 
adequate rapid neutralization of the antimicrobiai in the hmdwash forr&atior~ ,?L 
neutralizer is only inciuded in the hand sampling fluid used to sample the last wash 
and is omitted from the hand sampling fluid used to sample washes preceding the final 
wash. Thk failure to include neutralizers in the band sampling fluid may provide data 
that falsely exaggerates the effectiveness of the ~~~rni~rob~a~ handwash formulaGoD. 
This issue is resolved in this protocol by requiring immediate neutrakation irr the 
hmd sampling fluid at alf sampling points, 

e purpose of this study is to determine the ability of ~tim~crub~a~ h~d~was~~g 
agents to give reduction of trarkerrt microbial flora (~o~t~i~~ts) when used in a 
hand washine, procedure with a marker organism. 
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. imivilfe, Ohio 45 147 
elephone No.: (5 13) 83 1-3 x. 14 

no.: (513) 831-1217 

@vestigator: Gayle K. Mulberry, MS. 
TechnicaX Director 

. MiGrQbiolQgical i%rvices 

S~b~~~vest~gators i lbithieen A. Baxter, B.S. c 
Ann R. Brady, AS. 

Medical Consultant: E. I.&m Jones, M.D., D,AB.D. 

. - Regufations, ‘Parts 50 and 56. Written approval by the Board must be obtained pior to 

the initiation of the study. 

Tfie study will be conducted h compliance with the Good Clitical Pxa~tice 
Regulations, the Standard Operating Procedures of Hill Top Research, frzc., the 
Sponsor’s protocol and prothcoI ~e~~e~t(s). a 



. . 
s will be a three sample (test article) study utilizing a direct paired ~o~p~so~ test 

design of basefine bacterial populations VS. pus~.~ea~~~t baetehaf pop~at~o~s, T 
study will consist of a one-week pretest ~onditio~g period and one day of dearest. 
Seven~~~ve (75) subjects are expectedto start and complete the study, thirty (30) 
lrsing HTR Code A, thirty (30) using HTR Code B and fifteen (15) using HTR Code 
6. 

Test Article 

A . 

c 

Description: 

Foaming handwash 
3434-9 
thin colorless liquid 

~~sc~ption: thin colorless liquid 

Lot Cdde: 
Desqiption: *- 

: Hibiclens 
310X exp, 1 X/OX 
clear red liquid 

Colony Counter - Quebec colony counter. 
incubator - Any ~~cubatoF capable of ~ai~tai~i~g a te~pera~re of 25 =f= 2’6 may be 
used. 
Sterilizer - Any suitable stem sterilizer capable of producing the ~o~ditiuns of 
SteFili~tiOn. 
Tirmx (stop~~~~~~) - One that cm be read for hours, minutes md seconds. 
Plastic Bags to Sample Hands - Low ioburdr=n * cad Rmd Starage JNizs, 29*2 c=m x 

. . 3 1.8 cm.. (Note: ~iob~de~ is determined according ta Hitf Top M~crobiulogy 
~ep~e~t SOP No. I 1 -TOPC-20-0016A*) 

7.2. ~a~te~ologi~~ Pipettes, Sterile - 10.0 n&, 5.0 m.L, rnL and 1.0 capacity. 
7.2. Water Dilution Bottles - Any container that can be lized, having a 550 tu 2~~ mL 

capacity and a tight ckmre may be used. 
7.2. Test Tubes and Closu.res - Any of suitable size. 
x2. ~~dw~~g Sink - A sink of sufficient size to permit subjects to wash without 

touching hands to sink stiace or other subjects. 
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7. 

7.2 
7,2,10 

7,2,11 

7.2.12 

7,3 
l3.1 

7*3* 
7.3. 

. . 

~~uip~e~t (Cont.) . . . 
Water faucets - located above the sink at a height, which permits the hands to be held 
higher than the elbow dtig the washing procedure. 
Tap Water Temperature Regulator and Temperatuk Monitor - To monitor and 
regulate water temperature of 40 f 2’C. 
~rle~e~er Flask - 2 L capacity for culturing test organism. 

Products for ?Vashout Period: no~~~t~icrobial bar so 
persp~~~deodor~t, rubber gloves, and disposable po 

Baby San@ liquid castile soap. Eeofab Inc. 
Sopping Fluid with Neutralizer - 0.075M phosphate buffer with 0.X% Tutor XGOO 
(dissolve 0.41 g KH2PU4, X0.3 g Na, Q4 and 1 .O g T&on X-l 00 k f-L distilled 
water containing an inactivator which rapidly quenches the ~ti~i~robial activity of 
the test article(s). Final pH 7.8 f 0.1. Final volume 73 =f: 1 .O mL>. 
Dilution Fluid 0 ~u~e~e~~s phosphate buffered water (or other suitable d~~ue~t) 
containing an ~ti~i~robial inactivator specific for the test formulation. 
Plating redbud - Trypticase Soy Agar 
Tryptic Soy Broth (BBL or Difco) 

Test Microorganism 
~~~~~~~~ ~~~c~sc~~s~ ATCC 14756 is to be used as a marker organism. 

r of potential subjects will be enrolled into the pre-test 
in order to provide 75 subjects who fuffilt the criteria described 

below and who complete the study+ The subjects will be r~dom~y assigned to three 
treatment groups, one for each test+rticte. Subject e~~gibil~~ tifl be based upon 
isolation provided in the ~erno~a~~~s~e~ato~og~c~ Medical History Furrn 
@CF I) and the ~nc~usio~x~lusion Form (DCF 2); and completion of a written 
infbrmed consent (Exhibit A). 
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Y P~P~ATIU~ (CONT.) 

Subject ~nc~~s~~n Criteria 
Subjects will be’eli&ble for enrollment if they: ’ . . . 

Are a male or female, f 8 thrctugh 55 years old; 
ave signed a written informed consent (Exhibit A); 

Are in: good health, as evidenced by response to the ~em~graphi~s~e~at~l~gical/ 
Medical History Form (DCF I); 

8.L4 Have hands and wrists that are free ofdermatosts, cuts, lesions, and other skin 
disorders; 

.1.5 Ekve ~ngem~~s that are clean and extend no longer than approximately one (1) m (I 

.f.6 

8.1*7 
8.X.8 

8.1*10 

willing to refrain from using ~ti~crobial sotips (liquids and/or bars) for ba~ng~ 
wering, and hand washing during the entire study; 

e willing to refrain from using anti-dandruff shampoo during the entire skly; 
Ark willing to refrain from using rnedi~ate~~tiba~t~~a~ lotions and creams during the 
entire study, unless prescribed by a physician for an intercurrent illness; 
/UC willing to refrain from using topical steroids during the entire study, unless 
prescribed by a physician for an intercurrent illness; 
kkre willing to refrain form using topical or systemic antibiotic medication during the 
entire study, unless prescribed by a physician for an intercurrent illness; and 
Are wilfing to comply with all study protocol requirements. s 

8*2 Subject Exclusion Criteria 
Subjects -wi=l:l nut be enrolled in the study if they: 

8.2. I 
8.2.2 

Pue currently p~icipating in another clinical study at this or tiy other facilits;; 
in my type of am or hand wash study within the past seven (7) 

8.2.3 
8.2.4 
8.2.5 
8.2.6 
8.2.7 
8.2. 

ave cuts, scratches, or other skin disorders on their hands or wrists; 
ent, and/or perfkme allergies; 
suriasis an their hands or wrists; 

Are currently pregnant; ; 

Are currently lactating; 
Have been medically diagnosed as having a medical CQnditiQn such as: 
hepatitis, an organ transplant, or AIDS (or HIY positive); and/or 
Have any other medical condition, which in the opinion of the Investigator would 
preclude participation. 
Have artificial nails or nail tips. 
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* 
8.0 

“3 
‘8.3.1 

8.3.2 
.3.3 

STUDY POPULATION (CONT.) 

Other Study Restrictions _ 
Subjects should avoid using any other personal cleansing pruducts except 
provided by Hiff Top Research, 1~. 
St.&jects should avoid hut tubs and swimming. 
Snbjeets should avoid exposing their hands to harsh cleaning products, chlorine, or 
solvents. 

After admission to the stidy, the subject may withdraw at arly time for any reason. If 
ussible, e reasun fur withdrawal till be recurded- 

e study till1 be divided into three phases; subject e~ul~ment period, a pre-test 
w~h~~t ~~un~itiu~ng) period of at least one week dzlratian, and a ane day test period. 

Subject Q~a~i~~atiQ~ and Enruhment 
respective subjects till visit the test facility to be screened fur their eligib~~i~ to I 

p~i~ipate in the study. ~~igib~l~~ will be based upun i~u~atiun provided in the 
~e~u~~ap~cs~~~atulugi~a~ Medical Hht~ry FQ~ (DCF I) and the 
~n~lnsiu~x~lnsi~n FQBII @%F 2); and cumpletiun of a tit&m infumed mnsent 
tidbit A). Qualified subjects will be given nun-~t~ba~te~al c~ntai~ng soap, ’ 
shampoo, rule-un-~tiperspir~~de~d~r~t, severali pairs uf dispusab~e puly gluves, a 
pair of robber gloves, a capy uf the Subject’s Study Instntctiuns ~~ibit 8). They will 
be insmcted tu tfse the soap, shampoo, ~tiperspir~~d~ud~r~t~ puIy gfuves and 
nabber gloves and to follow the written instructions fur the entire sttrdy 

Washuut Period 
. ud will last at Ieast seven (7)$ays. Subjects wiff be expected to fQ~~~w the 

stidy restrictions, use the non-antibacterial soap, shampoo, and 
~tiperspir~~deQdur~t~ rubber gloves and poly gloves. 

September f9,2000 
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IQ.3 Test Day Schedule 
n the day of the test period, subjects will return ta the test facihty. Their hands and , 

tists will be re-examined to ensure that they are still free of ct.&q lesions, and other 
skin disorders. They will also be asked if they have had any illnesses ur taken any , 
medications ~rup~et~ or prescribed) urdered by a physician since the last visit @CF 
3). Subjects who still meet the study criteria will be eligible tu cuntinue un the smdy, 
Subjects cunt~~~g an the study tilf be assigned a pemranent subject number. 

The fdoting outlines the schedule af procedures for the test day: I . , 
a. Subjects wilf wash with a mild soap fur 15 seconds. (Sectiun 10.3.1) 

. Subjects’ hands will be ~unt~ated and basefine sampling perfurmed. . 
(Section 10.3.2) 

c. Subjects’ hands treated tith the test articfes, each sealant preceded by hand 
. c~nt~i~atiQn. (Section 10.3.3) 

d. FolIowing treatments I and 11, subjects hands are sampled fur ~ust~~ea~men~ 
camt and the g ma~c~,zens in the sampling fluid enumerated. (Sectiuns 10.3.5 

10.3.6). 
e. owing each sampling of subject’s hands the s are washed with castile 

suap (7.3.2) and rinsed. 
f. After the hand sampling fafloting ~eatment 11, the Subjects’ hands tiff be 

tinsed with 7Q% Isuprupyl Alcohul (Section 10.3.7) rinsed with water and I 
washed wizh Hibiclens upon completing the castife soap wash. . 

10.3.1 
the baseline sampling perform a 1%secund wash using a non-’ 

~t~rn~crubia~ liquid saap, Baby (Section 7X$ This procedure, described 
below, remuves oil and dirt and arises the subjects with the treatment 
procedure, 

.3.1.1 Five mL af Baby San@ Soap is dispensed into cupped hands and distribx&xI. over aIf 
s&aces of the hands taking care not to lose the substance. 

10.3.1.2 er the material is spread, a small amount of tap water 40 =t 2YJ is added, and the 
. L ands and lower third of the forearms are completely lathered for 15 seconds in a 

vigorous manner. 
.3.1.3 The hands and furearms are then rinsed under nuuring tap water 40 & 2OC for 30 

seconds. 
1 e X .4 The hands are thoroughly dried with a disputably paper towel. 

September 19,2000 
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. . 

d~tio~g wash, a total volume af 4.5 rn.L of X ~~~c~~c~~~ I 
CC 14756 suspension (Section l&4), (m~um of 10’ organisms per rnL) is 

upped hands in 1.5 mL increments. After each 1.5 m.L 
nsian is rubbed thoroughly uver the surface uf both hands, 

nut going above the wrist. Each application and spreading should fast apprux~mate~y 
twenty (20) seconds. Between each aliquot the hands will be held away G-urn the 
body and atlowed tu air dry fur approximately thirty (30) seconds, Fufloting the 
third 1.5mL aliquut the hands are held mutionless away from the body and allowed 
to air dry fur 90 =t: 5 seconds. 
(NOTE: The hands may not be completely dry at this time.) 

. 
PEastic bags having documented low b~ob~de~, (Section -2-5) are placed Q* the 
subject’s right and teft hands. A 75 m.L afiquot of stripping solution (Section 7.3.3) 
is asepticallty added into each bag and the bacterial sampling procedure is carried out 
as described under Section 10.3.5 (Bacterial Sampling Prucedure). The hands and 
forearms are then washed thuruugfify with castile soap (Section 7.3.2) and dried. 

l&3.3 
Prior to each treatment, the subject’s hands will be ~unt~inat~d with 4.5 mL of the 
S. marc;escens suspension-as described in Section 10.3.2 

After cumpletin~ the contamination step, the subjects perform a treatment with the 
assigned test article, under close supervision. The reagent procedure fulisws that 
described in the Section 10.3.4 (Method fur Treating Hands). The Xower third of the 
forearm is to be included in the wash procedure. 

This procedure is repeated a total uf I f times with at least five minutes between each 
treatment. Within five (5) minutes of completing the 1st and 1 Ith treatments, the 
hands are sampled as described in Section 10.3.5 (Bacterial Sampling Proced~e)~ 

10.3.4” 

10.3.4.1 Test Article TR Code A and HTR Chk B- Disp @#Q (2) P*Ps ( 32 mu f3cQn-l 
the test article container into cupped palm of one d and distribute uver all 
surfaces of both hands. The material is worked vi S’tY Qw% aff surfaces offfre 
hands and lawer third of the f&arm for thirty (30) seconds. (A small amumt of 
water may be added to moisten the hands if necessary er approximately X5 
seconds.) Particular attention is to be paid to the area between the fingers, beneath 
the naifs and around the thumb. I&se hands under nmning tap water fur 30 seeunds, 
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10.3.5 

l 

F~Q~~~~ (COrur.) . * 

Test Article HIR Code C - Immediately prior to treating 
small amount of water by passing hands rapidly under t.h Dispense 5.0 ml tiorn a 
syringe into cupped palm of one hand and distribute uver all srrrfaces of both hands. The 
material is worked vigorously over aXf surEaces ofthe hands and bwer t&d of the 
forearm for fifteen (Is) seconds. Particular attention is to e Paid tc3 fhe afea bemeen IJE 
fingers, beneath the naifs and around the thumb, Rinse hands under rumzing tap water for 
30 seconds. 

NOTE: Mer treatments that are not followed by a sample collection, the subjects will, c 
thoroughly dry their hand and forearms with a disposable paper tawel. 

Plastic; bags having low bioburden (Se&on 7.2.5) titl be pfaced on the s 
right and feR hands. A 75 mC aliquot of stripping fluid tith neutrafizer (Section 
7.3-3) is aseptically added into each bag. The bag on each hand is secured and 
massaged for one minute in a uniform marmer by a fab technician. An aliquot of the 
fluid is aseptically obtained directly from the bagged hands tithin one minute of 
completing the massaging and immediately placed into tubes,~~nta~~~~ sterile 
Dilution Fluid (Section 7.3.4). 

Fluid sampIes for bacteria counts are to be Iabefed by an investigator derived code so ‘ 
that the individtils wha prepare the plates and cuunt the ~~1~~~s are unaware of the 
sources of the krnpfing solutian. 

Aver each bacterial sampling, subjects till wash their hands under running warm tap 
water 40 =E: 2*C with 5 nL of castile soap (7.32) to help remuve residual st~~~~~g 
fluid. 
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.Aliquuts of the st~pp~g fluid or dilutiuns af the fluid are spread plated in duplicate 
’ on Tryptic&e Soy Agar plates (Section 7.3.5). 

The dilutions of the baseline sample plated represent dilutions of lo9 through lU* of 
milliliter aliquots of the stripping fluid. The aliquots or dilutions uf the treatment , 
sample fluid plated represent dilutions of lo’” thruugh lO+ milliliter aliquuts of the 
stripping fluid. 

The prepared plates are to be incubated fur 48 zk 4 hours at 25 f 2OC. Standard plate 
counting procedures are used to count only red pigmented calunies. The actual plate 
counts are recorded on the furrn entitled Handwash Bacterial Count Farm @ata 
Collection IF’orm 4). 

163.7 
After the final sampling is completed, subjects’ hands and wrists will be treated for at 
least thirty (30) seconds with 70% rsupr~pyl Alcohol, rinsed with water, then 
washed for at least 60 seconds with 5 mL of Hibiclens. 

To ensure that any delayed adverse events, such as primary skin infections, are 
reported tu the Study Investigator, all test subjects will be given a co 
Instructions Fol&ving Study Completion (FXhibit C) befure leaving the clinical site 
after they have cbmpfeted the study. This sheet till instruct the subjects to examine 
their hands daily until the final scheduled visit fur the presence of pimples, blisters, 
or raised, red itching bumps surrounded by erythema andfur edema that may be 
indicative of a skin infectian. Subjects, whu notice such lesions, till be instmcted 
ta call the clinical test site.. The subjects will return to the clinical test site within 
eight (8) days after the study procedures have been cumpleted to e tlxk hands 
examined by the Medical Consultant. The Medical Consultant tifl complete Data 
Collection Form 6 for each subject an their follow-up visit. 

. - 
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Marker Organism and Preparation 
S. marcescens, ATCC i4756 will be used to challenge the efficacy of the test - . 
materials. 

A stuck culture of&‘. ~arcescens, ATCC 14756 is prepared by aseptically transferring 
one colony from an agar plate or slant to 10 mL uf sterile Tryptic Say Broth (TSB) 
(Section 7.3.6) which is then incubated at 25 k 2°C for 24 & 4 hours. A series of at 
feast three but no mure than 10 additional 24 hour broth transfers are made in f 0 mL of 
TSB from this broth culture. 1 

A 2-liter f&k cuntaining 1000 mL of TSB is inoculated with 1 .O mL of a 24-hour 
broth transfer. The flask is incubated fur 24 f 4 hours at 25 =f: 2YL Priur tu any 
withdrawal uf culture, tvhether fur hand contamination or fur numbers assay, the 

. suspension is stirred or shaken. A suspension is not used for more than eight hours. 

The suspensiun is assayed fur the number of organisms at the beginning and end of 
the use period. 

11. DATA EVA.I,UATION 

e number of colony forming units (CFU) recovered per sample dilution tiff be 
tabgfated. The to&l. number of CFU per mL of sampling solution will be calculated as 
well as the number per hand. 

The data will be evaluated using parametric statistical analyses as follows: 

Bacterial cuunts recovered from the hands will be transformed into lug counts. The lug 
count of each subjects left and right hand will be averaged. The changes from baseline 
counts at each sampling interval tilt be obtained fur each test article. 

* An analysis of variance wilf be performed on the data to: 
Compare baseline counts uf subjects assigned different test articles* 
Evaluate the effectiveness uf each treatments as a ~ctiun of the number of ~eatme~ts 
(within treatment analysis). 
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12.1 efijkitiotis 
An Adverse EventRExperi~neelExpelrience is any ~~xp~~~ed or undesirable 
experiance occurring to a subject dting a study, which may or may nut be related to 

e test article. All adverse event/experiences will be recorded (Data Collection Form 
5) and reported according tu the Standard Operating Procedures of HiXf Top Research> 
Xnc. 

A Serious Adverse Drug ~v~n~~xperi~~e~ Is any adverse drug experience u~c~ng 
at any dose that results in any of the following outcomes: * 
e death; 
I a life-threatening adverse drug experience; 
I) ~~at~ent hospitaltizatiun or prulungatiun of existing huspita~izatiun; 
(c * . a persistent or significant d~sabi~~~/~n~apac~~~ 
* a congenital ~urna~y~~ defect 

Important medical event/experiences that may nut result in death, be l~fe~t~~atening, 
ur require hospitalization may be considered a serious adverse dnzg experience when, 
based upon appropriate medical judgment, they may jeupardize the patient or subject 
and may require medical ur surgical intervention to Prevent une of the uutcumes listed 
in this deftitiun. . r -* 

An ~~~xpe~~~d Adverse Drug Eve&Experience is any adverse drug event/ 
experience nut listed in the current labeling fur the test articfe or the CXKW~~ 
investigator’s bruchure ‘I 

If an Adverse Eve~~~xper~e~c~ ucc&s, the subject under the direction of the 
Investigator (or designee), may be referred to Hill Top’s cunsuftant physician fur 
treatment. 

. . Serious or Unexpected Drug Ev~n~xpe~~en~e will be futlowed to resolution to the 
extent possible (e.g., medical attention by subject’s primary care phys~ci~)” 

12.3 Notification 
The spunsur will be notified of aI1 adverse event/experiences. Any Serious ar 
Unexpected Adverse Drug Event/Experience which occurs during the: study must be 
repurted promptly by the ~ve~tigatur to the sponsor and the revietig IRB, where 
applicable, w&in 24-huurs of the ~~u~atiun being re i.xQxl to Hilf TOP Resea=hs fnc* 
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IH’I’R Study No.: 00-l 05877-l 

14.0 

l&O 

x7*0 

If a subject reports that he/she has had an intercurrent illness during tie wash-out 
period or during the one (1) day test period, the illness and any new medication taken 
will be doc~ented on DCF 3. The subject may be dis~~ntin~~d from the study at the 
discretion of the Investigator(s). 

TANT MEDICATION 

e subject has taken any medication (proprietary or prescribed) ordered by a 
physician, information pertaining to that medication intake will be recorded 
appropriately on either DCF 3 or DCF 5. 

Any minor deviations from the protocol, not previously agreed to by the Sponsor and 
Investigator(s), that occur during the conduct of the study till be documented. 

REPORT _ 

The final report w”Ill sumnxke the method, data and conclusions relative to the test 
articles and the subjects. Source data will be retaine bY the testing faciliv an 
microfilm. The original source data will be maintained according to the inv~stiga~~r’s 
standard operating procedure. A copy af the source documents may be obtained upon 
request of the Study Sponsor. Copies oftranscribed data will be incorporated in the 
report. 

f 
NOTICE 

. . No amendments to the protocol will be permitted without approval f&m the Study 
Sponsor, Investigator and where applicable, the Institutional Review Board. Such 
changes till be documented in writing. Approval by the Board must be obtained prior 
to initiation of the amendment. 

September 19,2~~~ 
Fage 13 ofX4 









Consent Form H?R Study No. QQ-? 05877-I 1 
Page 2 of 5 Page No.pS -19 

washed with a nun-medicated soap and dried. You wilf then begin the tr~at~~nt part of 
c the study, Prior to each treatment, yaur hands wilt be G~ntam~nated with bacteria as 

described above, Your hands and wrists will then be treated (cached) with the’ test 
~ater~a~~ f~~~~w~~g specific instructions. Your hands will be contaminated and treated ‘I I 
times. Your hand& will e sampled (to determine the number bf b&teria removed or killed 
by treatment) after the IS1 and ‘I Ith washes. After the 1”’ and 14th sampling wash, the 
hands are washed with a non-medicated soap. F~~~o~jng the last sampling, yotir hands 
wiff be treated with a!cahc& rinsed with water followed by a wash with ~~b~~~en~~* an 
ant~rnjcr~bia~ soap, prior to feaving the tab. 

After completing the treatment visit and until your follow-up visit, you will need to check the 
skin on your hands each day far any pimples, bumps or rashes. Wthin four to eight days 
after you have cclmpMed treatment, you will be required to return to the lab for a f~~~~~~~p 
visit. Your hands will be checked for infection by a Dermatotogist trained ‘in observing’ 
~nfe~t~~n* 

FEMALES OF CWtl~BEAR~NG ,PQTENTIA&: You may not participate in this study if you 
are bregnant or nursing. As part of giving your consent you must agree to have a urine 
pregnancy test at the start of the study. 

RISKS: The risks associated with this test are pr~rna~~ly related to ~~ntarn~~at~~n with the 
test bacteria. For healthy persons, the possibility of a skin infection exists; however, this 
p~s~ibi~i~ is remote because, (I) test bacteria are applied anly to intact skin, and (2) the 

eansed with anti.~aet~ria~. products f~i~~w~ng contact with the test bacteria. I 

‘You mav also develop a &action on your hands from the test materials. A reaction could 
be redness, ~w~~~~ng~ itching, cracking, peeling, or in rare cases, blistering. 

No risks to you as a study participant, other than those described above, are anticipated 
du~~g the study. Reactions are usuafly due to ~~~tat~~n, although an aflsrgic reaction might 
occur. if you become allergic, it is possibfe that future exposures to the same ~~gred~e~t 
may cause a skin reaction. If this occurs, you will be provided.w~th ~nfQ~at~~n to ~~n~rni~~ 
the chance far future exposures. 

: : 

You may experience risks or side effects that are not knows at this time. You will be 
~~f~~ed in a timely manner if new ~nfu~at~~n becomes available that may i~~uen~~ your 
wj~~ingne~s to continue in this study. 

)3ENEFITS: You wit1 not benefit from the application of test product but the study results 
may alfow a new or improved product to be marketed. 

~RNATIVE PROCEDURESTTREATMENTS_: Because you are not being treated for 
a medical condition, alternative treatments do not apply tu this study. 



- ~~~F~~~NT~A~~~~ ~nf~~at~~n concerning you that is ~btaj~~d in cQnne~tj~n with this 
study ~ilf be kept c~n~dentia~ by Hifl Tctp Research, except that the ~p~ns~~ng ~u~p~~~ 

duct 1s being tested will receive a copy of the study records. The record% will be 
coded to protect your identity. in addition, the ~nst~tutj~nai Review Board (JFB) and 
g~v~mment regulator agencies, including the US,. Fozjd and Drug Adm~n~strat~~n (F~A), 
may inspect the records of the study. ~nf~~ati~n abtained in the study may be used for 
medical or scientific pub~j~atj~n~ but your identity will remain confidential. 

~~~~~~~A?~~~~ Cf in the course of this study you experience illness, d~sc~rnf~~ . 
or injury that appears to be a result of the study, Hill Top Research will provide you with 
medical care at no cost to you. ~r~yidjng such medical care is not an admission of legal 
respuns~bi~~~, f such illness, discomfort or injury does occur, ask any staff member to * 
arrange a meeting fsr you with the appropriate personnel. 

n certain cases of iflness or injury resu~tjng from this study, warkers’ CQrnpen~at~~~ 
coverage may be available. In accordance with Ohio laws Hill Top Research has secured 
w~~ers’ ~Q~pensati~n coverage for pa~j~ipan~s in its studies and tests, and has paid and 
Swifl pay apprcrpriate premiums into the State insurance Fund on behalf of such pa~i~i~ants. 

MUTANT: if you have any questions about this study QI in case of an 
emergen~y~ contact Glenna, Study Coordinator, at 83%31”14 ext. 2920, during busi.ness 
hours (M-F, 8:OO AM, - 5:OQ P.M.) or Ann Brady, Study Manager, at 831-3354 after hours, 
!n add~t~~~~ if you have any questions as to your rights as a research subject, contact the 
~nst~tut~~na~ Review Board of Ml Top Research5 Nancy J. Pete, M.D., ~haj~an~ at %5’l3- * . LI 
83%3114. - < 

: : 
. . * . 



VOLUNTARY PARTlCIPATtQiJMtfTHDRAWA’L,: Your participation in this research study 
- is strictly v~~unta~. You may refuse to participate or may diskmtinue pa~~cipat~~n at any 

time du~ng the study without penaity or toss of benefits tu which you are otherwise. entitfed, 

If yau agree ta particip&e in this study, you afe afso agreeing to ljr&ide Mifi Top Research 
with accurate ~~~~~a~i~n atid to follow ~t~dy.~~str~cti~n~ as given to you. ff &XI fail to 
comply with study procedures, your patiicipation may be terminated. 

Yaur pa~iG~pati~# in the study may be dis~~~ti~~ed at any time without your consent by 
the Investigator, the IRB, the FDA, or the sponsoring company. 

If ycsu quatify but are 
I 
Visit 2 you will receive $20.00 

~~~~~a~~d as an 

, *No payffl~~t-~~t products given, 

Payments wiff be made at-the end-of the study. . * 
t 

Therm are no antkipatei expenses to you far pa~j~ipatjng in this study. All test related 
ateriafs ~411 be provided at no cost td you. (Soap, shampoo, mi5-on 

antiperspirantfdeodorant and gloves) 

: : 
I I 

. . 



1 have read all of the above ~~fo~rna~~~~ and have 
tions about this study, Ansvvers to such questions =Jy) were satisfacto~o 
n years of age or older and freely and without reservation give my consent to 

sertk as a subject in thisstudy. By signing this form, I have not given up any of my legal 
kghts as a research subject. 

Subject’s Name Printed: First Middle ~~i~ia~ Last . ~ , -. *. . . . 
. * 

~u~jectls Signature Date 



: W ill Top Research, Tnc. 
or: Gayla K. ~~~ber~~ MS. 

Study Title: “Emcacy Evafuation of Health Care Personnel Wandwash Prudu&s’” 
- ~~~~a~i~er Va~~datju~ Study . 

. . 
CONSENT FORM-2 . 

. . 
~~T~~~~~T~~ : Yau are being asked to take, pati in a research study. Before you give 
your consent to be a subject, it is ~rnp~~a~t that YOU take erhugh time to read and 
~~d~~sta~d what your pa~~c~pati~~ wuuld invalve, tn preparirig this consent form, it has 
been necessary to use some technbaf language. Please ask questions if there is a~~~~~g 
you do nut understand. 

You wifl be given a signed copy of this consent furm and any other necessary w~~@~ 
~~f~~atiu~ prior to the start uf the study. * 

~0s~~ The purpose of this research study is to assure that the materials used in the 
main study, for gr~wj~g and counting bacteria ~e~~ve~ed from the hands of stibjeds, wifI 
aflo~ the growth uf the bacbria. Approximately hrvo (2) peopfe between and ~~~[~d~~g the 
ages of ‘I 8.4 65 will be screened as putential subjects in this study, Two (2) subjects are 
expected tu complete the one visit study. 

JE$T’ ARTICLES: Two of the test articles are experimentaf a~t~~acte~al liquid soap 
p~~d~~ts. The ather test material is a marketed a~t~~a~ter~a~ 
prudu~t will be randomly assigned ta each pa~~~~pat~~g subject. 

~~~~~ES: As a pa~i~~pa~t* your hands and wrists will be washed eleven 
times f~~~~w~~g specific dibctians. Your hands wifl be samp cd ~fkr fhe fifst and eleventh 
wash. Sarn~~~~g is a~c~~~~ished by having you place your hands into large plastic bags 
to which wifi be added a mifd soap-like sulutian. k iabsratu~ t~~h~i~~a~ svilf massage each 
badged hand fur one minute. Your hands will be removed from the bags and the suiution 
from each bag Wil e taken tu the taboratcxy. The scliutiun culleded after mass~~i~~ will 
then be tested to t~~rni~~ if it can be ~e~t~a~~zed to atluw graph of bacteria, Which the 
jab~ratu~ will add to it. IWowing the sampling, you will rinse your hands and furerr 
in tap water. 

F~~A~~S ~F~~~~A~~~~ POTENTIAL: You may not pa~~~~pate in this study if you 
are prqgnant QT nursing. As part of giving your cansent you must agree to have a urine 
pregnancy test at the start uf the study. 



Consent Form-2 

-: Your hands may show a ““reactior?.” A “reaction” cuuld be redness, s~~lli~g~ 
it~hjng~ cracking or peeling, or in rare cases, smai! blisters, It is ~~~~ke~y, -but pussibfe, that 
a rash could devetop. No risk to study articipants, other than t ose described above as 
~~~a~ti~~~~ aie anticipated during the tudy. Rea6ions .‘are sually due tu .j~~~tat~~~, 
although an a!fergic reaction might also occur. lf you become allergic, it is’passibfe thaj ’ 

osures to the same ingredient may cause a skin reaMon. If this occurs, you will 
be p~~vjded with j~fu~at~~~ to rnj~imi~e the chance for future exposures. . 

BENEFITS: You will not benefit from the appl~~t~u~ of test product but the test results may 
. allow a new or improved product to be marketed. 

~~A~~V~ PRUCEDURESfTREATMENTS~ Because you are not being treated for 
a medical condition, alternative treatments do not apply to this study. 

~U~F~~E~~IAL~~~ ~~f~~at~u~ ~u~cer~~~g you that is obtained in c~~~~~ti~~ with this 
study will be kept ~~~~d~~t~al by Will Top Research, except that the spu~s~~~g company 
whose p~~~~ct is being tested will receive a copy of the study data, The data Mfl be coded 
To protect your jd~~t~~. In addition, the U.S. Food and Drug ~dmi~ist~ati~~ (FDA), the 
~~stit~t~o~al Review Board (IRB), and foreign regulator agencies may inspect the records 
of the study. ~~f~rrnat~~~ obtained in the study may be used for medical, or scientifc 

~b~i~at~~~~ but your identity will remain confidential. 

~ieAL ~~~A~~~~~: ff in the course of this study you experience ifhess, d~s~~mf~~ 
’ or inju hat appears to b.e a resijit uf the study, ifl Top Research will provide you witl? 

medical care at no cost to you. Providing such medical care is not an admissian of legal 
respunsibj!i~~ If such ilhess, d~s~urnf~~ or injury does occur, ask any staff member ta 
arrange 8 meeting far you with the apprup~ate personnel. 

certain cases of ilfn s or injury resulting frum this study, rkers’ compensative 
verage may be availa . It7 ac~urda~~~ with Ohio law, Will To cxxxmh has secured 

rs’ ~~mpe~sat~u~ coverage far pa~icjpa~ts in its studies a and has paid and 
y apprupriate pr~rnj~rns into the State ~~s~ra~~ Fund an su& Pa~ici~antsb 

m SOCONTACT: If yau have any $&%tions about this study or in case of an 
~rn~r~~~~y, contact Glenna, Study Coordinator, at 83%3”f ‘I4 during business hours (M-F, 

- 5:OO P.M.) cx Ann Brady, Study ravagers at 831-3354 aftet hours. fn addit~~~~ 
e any questions as ts yaur rights as a research subject, contact the ~~stjtu~j~~al 

Review Board of W ill Tu Research, Nancy J. Pelt, M.D., ~haj~~a~, at I- 513-831-35 14.. 

e 
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~~L~~~AR~ PAR~‘tCIPATIONMClTHDRAWAt: Your ~a~i~j~ati~~ in this research study 
is st~ctly vufuntary. ‘r’ou may refuse to pkticipate or may dis~~~tj~~~ pa~~~ipat~~~ at any 
time during the study w~t~u~t penalty ur toss af benefits Zu which you are entitled: 

If you agree TV parbcipate in this study, you are also a’greeing ta provide Hifl Tcjp 
with accuiate j~f~~atiu~ and tu fullow study instructions as given to you. If you fail to 
comply with study procedures, your participation may be terminated. 

Your pa~~~jpatiu~ in the study may be discontinued at ani tim without your cQns@nt by 
the ~~vestigat~r~ the 1RB, the FDA, or the sponsoring company. 

payment will be made at the end of the study. 

There are no anticipated expenses to you for pa~~c~pati~g in this study. All test related 
manuals wHf be provided at no cust to you. 

: : 
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3 I knave that my pa~jci~at~~n in this study is voluntary and that I have the right to refuse to 
pa~~~~pate. I know that 1 may ~~hdra~ from the study at any time wjthu~t penalv or loss 

snefits to whfch~ ! am otherwise eqtitted.- tf E ~jthdraw or am dismissed for failure to 
rules or fulIow d~rec~~ns, I understand I wilt only be paid for the portion of the test that 

t have completed. If, in the judgment -of the ~nv~st~gat~r~ it is best fa d~s~~nt~nue my 
a~icipat~~~ in the study for other reasons, I will be paid either in futf or for that portion af 

the test already completed. 

If 1 am a female of ~hildbea~ng potential, E am not currently nant or nursing an infant. 
t am using an adequate means of birth control and, if I became pregnant or believe f have 
become pregnant, f wiff notify the Investigator Immediately. * 

CONSENT: I have read a!I of the above infomtatian and have been given an ~pp~~un~~ 
to ask ~~~sti~~s about this study. Answers ta such questions (if any) were sat~s~a~t~~. 
I am eighteen years of age or older and freely and without reservation give my consent to 
serve as a subject in this study. By signing this form, t have not given up any of my legal 
rights as a research subject. 

Subject’s Name Printed: First Middle Initial Last 

Date 

signature of Person conducting Consent Discussion Date 



Today you will be given a kit of product 
g this study. Pkase set 

shauld be applied to any qre% of .yoI$x . * 
ct the bacteria c$$he skin. ff : 

~tibiQtics are ne &search at the phone number below, . 

Pleas 
acid, 

e the rubber gloves provided with the product kit for all household chores involving det~~g~~t~* 
alis, and solvents until the completion of the study. 

Time of Visit: 

PEan to arrive at e fabuiatory ab&t minutes before yaw: scheduled time. You are 10 
expected to be prompt. * 
Please wear cleting that will alfuw easy access tu your hands. 
You will be required to remove all jewelry, watches, and bracelets before wastirxg. 
You wilf undergo a supervised wash regimen at the laboratory. 
~~~r~xirnate time at the laboratory - hours. 
Add~~~~a~ instructions will be provided for the Follow Up Visit. 

Time of Visit: 
. I 

1. A ~e~at~~~gist will check your hands for Section 
2. Approximate time at the fab 42 IIUI.I~. 

If you have any questions regarding tis study, please contact Glenna, Study Coordinator, at 83 I- 
3 114 ext. 2920 between 8:OO a.m. L 5:OO p.m. or Ann Brady, Study Manager, afkr hours and on 
weekends at 831-3354. 



0 c 



Does the subject have any of the following at the treatment sites? . . 

-- 
Daes the Sxbject have any oftbe Mfowing (present and past)? 

IS the subject taking any medieatioa? If yes, @ease spedfy bekm-: 



Data Cdlection Form 2 
INCLUSIOlY f EXCLUSION FORM Page No.: 

INGLUSIQN CRITERIA f. . 

Check one 

Check one 
YES I%0 N/A Subject: 

--_-_- 
6. Has eczema or psoriasis on their hands of wrists ? 

prechdb participation ? 



1. fs skin on s~b&&s hands and wrists ‘still free of dematoses, cuts, lesions, and other skin disorders? aYes DNa 
If no, please indicate condition: 

as subJ’ect used ~~n-~t~ba~te~a~ soap and foffowed the instructions in Appendix B? aYes aw 
Ifna, please explain: 

I& Has subject been iEX since the 1~ visit? Yes (Complete befowl El No 
. . .’ 

as subject used my orat or topicaf medkatick? BYes (Cumplete below;) ~NO 
_ I_- - 

Based t~pon the above responses, the subject is: aQualified 0 Not Quaflfied to continue on the study.‘ . 

Reasons for disqualificatian: 

. 
TO BE COMPLETED ZF SUB~CT HAS AN ~~T~~~~~T ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe cond~~~~n: 

AG~~~~ Taken: aNone Cl Cantimed on study Withdrawn f&n the study c] Corm&d physician 

tl ~~d~~at~~~ taken (Complete below) c] Wospitalized a Other (explaain) 

Add~t~~~~~ C~~~~~~: 

Camments: 



- 

II 



Data CofEection Form 5A 

Subject # 

NC&+: Severity, Rekdonship and Outcome UST be determined by principal investigatory 
Severity: 1 =Mild 2=MocJerate 3=Severe 
R~~a~~~ns~j~: l=Definate 2=PFObab/e 3=Possible 4~U~re~ated 

I =RescAved wfo 
sequelae 

fL=Resoived wf sequelae 3=ongoing 
(describe) 

4=Death 



Data CofIection Form 5B 

Subject ~nj~~a~s Subject # tudy No. 
Page No. 

Note: Se~e~j~, ~e~~~i~~~h~~ and Uu’tcame MUST be determined by prineipai investigator. 
Severity: I =Mifd 2=T&&erate 3=swere 

I =Definate 2=Probable 3=Possibte 4~~~~elat@d 
Ac~jo~ ~a~@~~ l=None 2=Rx Therapy 3=~is~o~ti~~ad Study 4=C?ther ~s~~~j~~ 

uu~co~e: l=Resolved wry 2=Res&ed W! sequelae 3=Ongoing 4=Death 
sequetae (describe) 



a Z 0 
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e stripping sdution with neutralizer used fur sampling contained 0.41. g 
.3 g NazI-PP04, 1. .O g Triton X-1 00, 10.0 g Tween 80, and 3.0 g Lecithin 

pulled water. The solution was dispensed into water dilution bottIes, or other 
suitable containers, to yield a final vohrme of 75 j, 1 .O mL after autoclaving at 12 1 OC. 
The final pH was 7.8 rf: 0.1. 

2. 

was 7.2 k 0.2. 

mL AOAC Phosphate uffer Stock*, HI.0 
paled water. The solution was dispense 
rt: 0.1 mL afier autoclaving at 12 f OC. The final pH 

3. 
contained 40.0 g Tryptic Soy Agar powder in one liter purified 

The media was autoclaved at 12 L “C. The pH was 7.3 f 0.2. After a~to~~av~ng 
ticalfy dispensed into sterile Petri dishes, 

a~~rQximat~Iy 18 - 20 mL per plate. 

*The AOAC Phosphate Buffer Stock contained 34.0 g K&PO4 in one liter of purified 
water. The pH was adjusted to 7.2 prior to dispensing into water dilution butiles, to 
yield a final volume of approximately 100 mL after auto~laving at 12X ’ C. 

Node: Recipes which are given as liter volumes may be prepared in greater or 
lesser vdumes. 
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TR Study No.: 0 

UB~~T~ 

To determine an appropriate antimicrobi neutralizer system for use in a Health Care 
Personnel Handwash study, HTR Study No. 00-l 05877-l 1. 

2.0 TEST mTrCI;ES 

The f~ll~~ng test articles were received on September X3,2000, for use in the study: 

HTR 

Green plastic bott plastic pump 
nozzle unit with liquid inside 

3434-N Green plastic bottfe with white pfastic pump 
nozzle unit with liquid inside 

c Blue-green plastic bottle with white plastic cap 
Lot 3 I u7c, with fjquid inside 
Exp: WOf 

3. ~~U~~~~~ 

ee subjects performed a conditioning wash according to the pronxol d~r~~ti~ns 
using Baby San Soap. *The subjects then treated their hands eieven times, each using 
either HTR Code A- 1, B-l, or C- 1 according to the protcxol directions specific for the 
test product. At least five minutes elapsed between treatments. 

The subject’s hands were sampled after treat 1 using stopping sofution with 
neutralizer’ according to prc&xof directions. e stripping solution frum ~eatme~t 1 
we discarded. The subjects then performed a conditioning wash according to the 

rotocol directives and dried using a paper towef. 
. 

hand from each subject was sampled according to pro&co directions within five 
inutes of the 1 lth treatment using stripping sohttion with neutralizer. Al~qu~ts f’kom 

each subjects sampling solution were removed within one minute as folfows and used 
tq test the adequacy of the neutralizer. A ten (I 0.0) mL aliquclt of the sapling . solution with neutralizer was remuved and placed in a sterile tube. An additions 1.0 

* mL aliquat of the sampling solution with neutralizer was added to a tube containing 
9.0 mL of dilution fluid with neutralize?. 



~~U~~~~~ (CUNT.) 

mL aliquot of diluted Serratf’a mareescen~ ATCC 14756 was added to each of 
tubes. The diluted culture was a 24 -i- 4 hour ic So Broth’ culture 
tens ATCC 14756 serially diluted to 1 F5 in 0. H line . 

ots fkom each inoculated tube were surface d ~~ediately and 
y distributing I .O mL across three Trypti Agar’ plates in 
were incubated at 25 + 2°C for 48 + 4 hours. After incubation, 

the numbers of S, marcescens colony forming units were enumerated. 
-- -_ ~_.__ Number and toxicity control tub& were also prepared. numbers control consisted 

f 10.0 mL 0.9% saline. Two different toxicity control s were prepared. One tube 
10.0 mL stripping solution with neutralizer, and the second tube contained 
@ping solution with neutralizer plus 9.0 mL d ion fluid kth netmdizer- 

These control tubes were inoculated, plated, incubated, enumered h the same 
manner as the collected samples, 

esults are shown in the Tables of Results. 

~UNC~~SrUNS 

P ngytmlirer sys&rr?, is co&&gy~ we LI m-*-e- &ive ifrex3xw-y is 2 75 $t/i 
~o~esponding numbers control. In s study the neutralizer system 
neutralized the antimicrobial ingredient(s) in the test products. 



Study No.: 00-l 05 

10.0 mL Saline 

“‘I.0 mL spread across 3 plates in duplicate. 
*2&$ = XT*4 A .LYWL A--kp#zabfe 

am@e 1 is control or test sample ~o~tai~i~g 10 mL Stri 
~4S~~~e 2 is control or test sample ~o~ta~~i~g I,0 
9 mL Dilution Fluid with Neutralizer. 

Minute % Recovery = count at QJg& 
Numbers Control Count at 0 min. 

Minute 5% Recovery = x 10 
Numbers Control Count at 30 min. 



No.: ~~-1~5877al 

e stopping solution with neutralizer used for sampli 
.3 g Na$IPU4, X .O g Triton X-l 00, 10.0 g Tween 8 

purified water. The solution was dispensed into water 
suitable containers, to yield a final vofume of 75 f f .O 
The final pH was 7.8 f 0.1. 

antoG~aving at 12 I “C. 

rnL AOAC Phosphate 
0, and 3.0 g L~c~~~~-in one liter purified water. The s 

tubes to yield a final volume of 9 it- 0.1 rnL after autocl 
was 7.2 f 0.2, 

of30 g Tryptic Soy Broth powder in one liter purifi 
media was dispensed into tubes and sterilized by autoclav~~g at 12 I OC. 
7.3 sf: 0.2. 

ntained 9 g NaCl in one liter purifk 
into tubes to yield a final volume of 9 rt 0. I mL after autoG~avi~g at 121OC. 

contained 40.0 g ~~p~~c Soy Agar powder in one liter p 
water. The media was autoclaved at i2i “C. The pH was 7.3 i A-&r autoclaving 
and tempe~ng, the media was aseptically dispensed into sterile i dishes, 

roximately I8 - 20 mL per plate. 

Phosphate Buffer Stock contained 34.0 g KH2POd in one liter of purifie 
H was adjusted to 7.2 prior to dispensing into water dilution boxiest to 

yield a final vulume of approximately 100 mL after autoelaving at 12 1 0 C. 

IWe: Recipes which are given as liter volumes may be prepared in greater or 
lesser vofurnes. 
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o ta f n u m b e r  o f p a g e s  =  2 4  

S ta tistica Tab les  

Tab le  1  
le  2  
le  2  

Tab le  3  

Tab le  
Tab le  5  

S a g  o f C F U  coun ts a n  log  convers ions  
M e a n  sag  o f l oggo  averages  
M e a n  sag  o f l oggo  ave rage  reduc tions  
M e a n s  s u m m a r y  o f l og10  reduc tions  fi= o m  base l ine , 
reduc tions , a n d  con fid e n c e  lim its 
Ana lys is  o f var iance fo r  G o r n ~ ~ ~ s ~ n  o f tes t a r t icle log lo  base l ine  c o w ~ ts 
Ana lys is  o f var iance to  eva lua te  th e  e ffec t iveness a f each  t reatment  as  a  
func tio n  o f th e  n u m b e r  o f t reatments 
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Subject Wash U-U/ml, 

Left -tight 
Lag10 Log10 Log10 Log10 

CFU/Hand CFU/Na CFWmL C~U/~and CFU/~a~ Average Raduction 

45 
47 

48 

49 

53 

54 

59 

60 

62 

63 

65 

66 

67 
. 

h 69 

70 

Wash 11 
Baseline 
Wash 1 
Wash 11 
Baseline 
Wash 1 
Wash 11 
BfASE?l ifI@ 
Wash I 
Wash 11 
Base1 ine 
wash 1 
Wash 11 
Baseline 
Wash 1 
wash 11 
Basetine 
Wash 1 
Wash 11 
Basetine 
Wash 1 
Wash 11 
f3asetine 
Wash 1 
wash 11 
Base1 ine 
Wash 1 
wash 11 
BElSIl ine 
Wash 
wash :I 
Base1 ine 
Wash 1 
Wssh 11 
Bi3S62 1 ine 
Wash 1 
Wash II 
Base1 ine 
Wash 1 
Wash II 
Brsseline 

2.3E4 
2.2E7 
9.8E3 
6.8E3 
2.OEf 
4.OE4 
2.7E4 
2,?E7 
7.4Ef 
5.2E4 
1.8E7 
1.2E3 
i.3E3 
3.2E7 
3.9E3 
1.2E3 
l.lE? 
2.OE3 
l.OE3 
1.8E7 
1.7E4 
1.6E4 
2.5E7 
2.4E3 
2.2E3 
1 AE? 
2.9E3 
1.4E4 
2.4E7 
1.4E4 
l.lE4 
2.4E7 
1.2E4 
9.IE3 
2.3E'7 
9.6E3 
2.8E3 
f.8E7 
5*OE3 
I.8E2 

la7E*O6 6.2368 l.OE5 7*5E+06 6.8751 6,5559 
1.7E*09 9.2175 2.1E7 1.6E*O9 9.1973 9.2074 
7.4E+05 5.8663 3.8E3 2*9E+O§ 5.4548 5.6606 
5,1E*oS 5.7076 I.SE3 1.2@-05 5.0792 5,393s 
1. SE409 9.1761 1.7E7 1 e 3E409 9.1055 9.1408 
3.OE406 6.4771 2.OE3 1 “SE*05 5.1761 5.8266 
z.OE*lxi 6.3064 2.2E3 117E405 5.2175 5.7620 
2.OE+09 9.3064 2.9E7 2.2w09 9.3375 9.3219 
s.6E+os 5.7443 1.9E4 ItcSE406 6.5538 5.949I 
3.9E*O6 6.5911 4.6E4 3.5E*O6 6.5378 6.5644 
1.4E409 9.1303 1.5E7 l.lrt+OP 9.0512 9.0907 
9.om04 4.9542 1.5E3 l.lE*05 5.0512 5.0027 
9x*04 4"9890 9.2E2 6.9E+O4 4.8388 4.9139 
2.4E*O9 9.3802 2.OE7 1. SEt‘IE9 9.1761 9.2782 
2.9E*O5 5.4661 7.8&3 5.9E*05 5.7672 5.6166 
9.OE‘+04 4.9542 2.4E3 1.8E+O5 5.2553 5.1040 
8.3wOa 8.9165 I.SE7 1.4E*09 9.1303 9.0234 
1.5E405 5.1761 3.9E3 2.9E*05 5.4661 5.3211 
7.5E+O4 4.8751 1*7E3 1.3E+O5 5.1055 4.9903 
1.4w09 9.1303 2.5E7 1.9E*O9 9.2730 9.2017 
1,3E+06 6.1055 1.4E4 l.fE406 6.0212 6.0633 
1.2E406 6.0792 2.OE4 1.5E+06 6.1761 6.1276 
1.9tPo9 9.2730 1.8E7 1,4E*O9 9.1303 9.2017 
1.8E*05 5.2553 4.6E3 3,5E405 5.5378 5.3965 
1. T-E*05 5.2175 I.@3 1.4E405 5.1303 5-1739 
1,4E+09 9.1303 3.2E7 2.4E*09 9.3802 9.2553 
2.2H05 5.33?5 5.6E3 4.2E*05 5.6232 5.4804 
I"lE+06 6.0212 9*2E3 6.9E405 5.8388 5.9300 
lJw09 9.2553 2.7E7 Z.OE+09 9.3064 9.21EO8 
l.lE406 6.0212 3.4ES 2=6E+06 6,4065 6.2139 
8.3E*05 5.9165 2.4E4 lAE+06 6.2553 6.0859 
lAE*09 9-2553 2.2E7 1,7E:*O9 9.2175 9.2364 
9.OE*05 5.9542 2.6E4 2.OE*06 6.2900 6.1221 
6"13E+O5 5*8341 l.lE4 8 "3W05 5.9165 5.8753 
l.?E*O9 9.2368 2.3E7 1.7E409 9,236& 9.2368 
7.2E*OfE 5.8573 9.OE3 6.8E+O5 5"8293 5.8433 
2.lE*O5 5.3222 9.5E3 7'.1E*O5 5.8528 5.5875 
?*4E+O9 9.2303 1 AEJ 1.4@09 9.1303 9*1303 
3*8&+05 5.5740 4.3E3 3,25+05 5.5084s 5.5413 
1*4E*OS 4.1303 6.4E2 4.8E+O4 4.6812 4.4058 
I.?E*09 9.2175 2.4E7 l*&E*O9 9,2553 9.2364 

Where scare has been recorded as cl.OEl, a score of I.OEI wili k ustxl in the analysis. 

2.7874 

3:5468 
3.8140 

3:3142 
3.3788 

3:3729 
2.7575 

4:0880 
4.1768 

3:6655 
4.1734 

3:7023 
4.0331 

3:1383 
3.0740 

3:0052 
4.0278, 

317749 
3.3253 

3:0670 
3.1950 

3:1142 
3.3611 

313935 
3.6493 

3:5tS91 
4.7245 

t 
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M - R  study N  er  0 0 - 1 0 ~ ~ ~ - 1 1  
Tab le  1. 

lo :27 Morays  Oc tober  16,  2 0 0 0  
B u r y  rrf CfCl counts  ati tog convers ions.  

Sub jec t  W a s h  CFUfff lL 

Left Right  
R a g 1 0  L o g 1 0  L o g 1 0  tag10 

CFU/Haml  ~ F U / ~ a ~  CFUfmL CFU/Hand  GFU/Her rd  A v e r a g e  Reduct ion  

7 0  W a s h  1  
W a s h  II 

7 4  Base l i ne  
W a s h  1  
W a s h  ll 

7 5  B a s e 1  ins 
W a s h  1  
W a s h  ?I 

2 .2E3  
9 .0E1  
3 .2&7  
1 .7E3  
1 .5E3  
2 .4E7  
4 .2E4  
1 .4E4  

l *7E*OS 
6 .&E*03  
2 . 4 E + 0 9  
1 .3E*05 
l,IE *05 
1*8E*09  
3 , 2 E + O 6  
1 .1E*06 

5 .2175 3 .6E3  
3 .8293 9 .5E l  
9 .3802  3 . O E 7  
5 .1055 2 .1E4  
5 .0512 3 .1E3  
9 .2553 2 .4E7  
6 .4983 4 . O E 4  
6 .0212 & .O E 3  

2 ,7E*O5  
7 .1E403  
2 .3E409  
1 * 6 E + 0 6  
2 . 3 E + 0 5  
l ,&E*Q9  
3 . O P O 6  
6 , O E * O 5  

5 .4314 5 .3244 3 .9120 
3 . & 5 2 &  3 .8410 5 .3953 
9 .3522 9 .3662 
6 .1973 5 .6514 3 :714&  
5  -3664  5 .2088 4 .1574 
9 .2553 9 .2553 
6 .4771 6 .4877 2 1 7 6 7 6  
5*7782  5 .8997 3 .3556 

W h e r e  score  has  b e e n  record  as  < l .OEl ,  a  score  of l.O E I tril l b e  u s E E d  in  the anatysis.  
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H T R  S tu d y  N  e r o a - l O S & T i T - 5  1  IO :2 7  M Q ~ a y *  ~ ~ ~ ~ ~ e r $ 6 , 2 ~ ~ 0  
T a b l e  5 . A n a ty s s i s  o f v a r i m c e  to  e v a l u a te  th e  e ffe c ti v e  s  o f e a c h  tre a tm e n t a s  a  fu n c ti o n  o f th e  n  r  a f tre a tm e n ts  

(u s i n g  th e  b 3 g 1 0  c o m t d i ffe ra n ~ a s  frm  b s e i ti n e  fo r  e a &  te s t a rti c l e ), 

T h e  G M  P r o c e d u re  

T u k e y ' s  s tu d e n ti z e d  R a n g e  C H S D )  T e s t fo r  tg d i ff 

N O T E : T h i s  te s t c o n tra i s  th e  T y p e  I e x p e r i m e n tw i s e  e rro r ra te , b u t i t g e n e w i l y  h a s  a  h i g h e r T y p e  II e rro r ra te  th a n  R E G W Q . 

A L p h a  0 .0 5  
E r r c rr  D e g re e s  o f F re e d o m  2 9  
E r ra r M e a n  S q u a re  0 .0 7 6 0 2  
C r i ti c a t V a l u e  o f S tu d e n ti s e d  R a n g e  2 .8 9 2 4 0  
M i n i m u m  S i g n i fi c a n t D i ffe re n c e  0 .1 4 5 6  

M e a n s  w i th  th e  s a m e  l e tte r  a re  n o t s i g n i fi c a n tl y  d i ffe re n t. 

T u k e y  G ro u p i n g  M e a n  N  E v a 1  

A  3 .9 7 2 4 2  3 0  W a s h  1 1  

0  3 .7 3 5 1 8  3 0  w a s h  1  
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Tukey's §t~~nt~~~d Range (N5D) Test fer tgdiff 

NOTE: This test cantrots the Type I experimentwise error rate, bA it generally has a higher Type II error rate than REGWQ. 

Alpha O,ci§ 
Error Degrees of Freedom 29 
Error Mean Square 0” 165749 
Critical Value of Studentized Range 2.89240 
Minimurn Significant Difference a.215 

Means with the same letter are not significantly different. 

Tukey Grouping Mean N Eval 

. 

A 
A 
A 

3.7912 30 Wash 'il 

3.6372 30 Wash I 








